
Drug Approval and Promotion in the U.S. References 

 

(In order of presentation.) 

 

 U.S. Food and Drug Administration. Significant Date in U.S. Food and Drug Law History. 

19 December 2014. Available from 

http://www.fda.gov/AboutFDA/WhatWeDo/History/Milestones/ucm128305.htm.  

 

 U.S. Food and Drug Administration. Kefauver-Harris Amendments Revolutionized Drug 

Development. 10 October 2012. Available from 

http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm322856.htm. 

 

 U.S. Food and Drug Administration. Sulfanilamide Disaster. June 1981. Available from 

http://www.fda.gov/aboutfda/whatwedo/history/productregulation/sulfanilamidedisaster/defa

ult.htm.  

 

 U.S. Food and Drug Administration. How Drugs are Developed and Approved. 18 August 

2015. Available from 

http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandAppro

ved/default.htm.  

 

 U.S. Food and Drug Administration. The FDA’s Drug Review Process: Ensuring Drugs Are 

Safe and Effective. 6 November 2014. Available from 

http://www.fda.gov/Drugs/ResourcesForYou/Consumers/ucm143534.htm 

 

 U.S. Food and Drug Administration. MedWatch: The FDA Safety Information and Adverse 

Event Reporting Program. Available from http://www.fda.gov/Safety/MedWatch/.  

 

 U.S. Food and Drug Administration. MedWatch Online Voluntary Reporting Form. 

Available from 

https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home.  

 

 Fugh-Berman, A., Alladin, K., Chow., J. Advertising in Medical Journals: Should Current 

Practices Change? PLOS Med. 2 May 2006; 3(6): e130.  

 

 PharmedOut. “Part 1. Drug Advertising Tactics.” Available at 

http://www.pharmedout.org/teaching-tools.html.  

 

 PharmedOut. “Part 2. Misleading Ads & FDA Warnings.” Available at 

http://www.pharmedout.org/teaching-tools.html. 

 

 PharmedOut. “Part 3. The Lifecycle of a Drug.” Available at 

http://www.pharmedout.org/teaching-tools.html.  

 

 Wilkes, M.S., Doblin, B.H., Shapiro, M.F. Pharmaceutical Advertisements in Leading 

Medical Journals: Experts’ Assessments. Ann Intern Med. 1992; 116(11):912-919. 

http://www.fda.gov/AboutFDA/WhatWeDo/History/Milestones/ucm128305.htm
http://www.fda.gov/ForConsumers/ConsumerUpdates/ucm322856.htm
http://www.fda.gov/aboutfda/whatwedo/history/productregulation/sulfanilamidedisaster/default.htm
http://www.fda.gov/aboutfda/whatwedo/history/productregulation/sulfanilamidedisaster/default.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/default.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/default.htm
http://www.fda.gov/Drugs/ResourcesForYou/Consumers/ucm143534.htm
http://www.fda.gov/Safety/MedWatch/
https://www.accessdata.fda.gov/scripts/medwatch/index.cfm?action=reporting.home
http://www.pharmedout.org/teaching-tools.html
http://www.pharmedout.org/teaching-tools.html
http://www.pharmedout.org/teaching-tools.html


 

 Cooper, R.J., Schriger, D.L., Wallace, R.C., Mikulich, V.J., Wilkes, M.S. The Quantity and 

Quality of Scientific Graphs in Pharmaceutical Advertisments. Journal of General Internal 

Medicine. 2003; 18: 294-297. 

 

 U.S. Food and Drug Administration. Truthful Prescription Drug Advertising and Promotion. 

Available from 

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/DrugM

arketingAdvertisingandCommunications/ucm209384.htm.  

 

  

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/DrugMarketingAdvertisingandCommunications/ucm209384.htm
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Surveillance/DrugMarketingAdvertisingandCommunications/ucm209384.htm

